Arizona Administrative Register

Notices of Final Rulemaking

NOTICES OF FINAL RULEMAKING

The Administrative Procedure Act requires the publication of the final rules of the state’s agencies. Final rules are
those which have appeared in the Register first as proposed rules and have been through the formal rulemaking pro-
cess including approval by the Governor’s Regulatory Review Council or the Attorney General. The Secretary of
State shall publish the notice along with the Preamble and the full text in the next available issue of the Register after
the final rules have been submitted for filing and publication.
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NOTICE OF FINAL RULEMAKING
TITLE 3. AGRICULTURE

CHAPTER 4. DEPARTMENT OF AGRICULTURE
PLANT SERVICESDIVISION

PREAMBLE
Sections Affected Rulemaking Action
Table 1 of Article 1 Amend

The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the
rules areimplementing (specific):

Authorizing statute: A.R.S. 88 3-107(A)(2)

Implementing statute: A.R.S. 88 3-107, 3-233 (A)(7), 3-235, 3-906, 41-1074, 41-1075, 41-1076, and HB2044

of the 45th Legislature.

The effective date of therules:
August 10, 2001

A ligt of all previous notices appearing in the Register addressing the adopted rule:
Notice of Rulemaking Docket Opening: 6 A.A.R. 1513, April 21, 2000

Notice of Proposed Rulemaking: 6 A.A.R. 3150, August 25, 2000
Notice of Supplemental Proposed Rulemaking: 6 A.A.R. 4315, November 17, 2000
Notice of Supplemental Proposed Rulemaking: 7 A.A.R. 1437, April 6, 2001

The name and address of agency personnel with whom persons may communicate regarding the rulemaking:
Name: Sherry Blatner, Rules Specialist

Address: Department of Agriculture
1688 W. Adams, Room 235
Phoenix, AZ 85007

Telephone: (602) 542-0962
Fax: (602) 542-5420
E-mail: sherry.blatner@agric.state.az.us

An explanation of therule, including the agency’sreasonsfor initiating therule:
This rulemaking amends incorrect citations and data, adds licensing time-frames for seed dealers and seed labelers,
extends the overall time-frame for phytosanitary field inspection, and deletes the time-frames for hay broker licenses
to conform to a statutory change that eliminated this licensing requirement. The rulemaking amends the numbering
scheme for Sections that were renumbered when the Department last updated the Native Plant rulesin July 1999, and
deletes the Native Plant educational license, which no longer exists in statute.

A reference to any study that the agency proposesto rely on in its evaluation of or justification for the proposed
rule and wherethe public may obtain or review the study. all data underlying each study. any analysis of the study
and other supporting material:

None

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:
Not applicable
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9. Thesummary of the economic, small business, and consumer impact:

A. The Arizona Department of Agriculture.
The Seed Dealer and Seed Labeler licensing time-frame (A.R.S. § 3-235) was previously established by internal pol-
icy at 7 days. It isnow set at 14 days. All of these licenses are due during the same period of time, and the workload
for these licenses has greatly increased. Therefore, alonger time-frame is needed to ensure that all requests are pro-
cessed in a timely manner. For the fiscal year that ended June 30, 2000, 765 Seed Dealer licenses were issued, all
within the required time-frame, but 673 of these licenses were issued in the month of June. For the fiscal year that
ended June 30, 2000, 143 Seed Labeler licenses were issued, all within the required time-frame, but 139 of these
licenses were issued in the month of June. The Department anticipates that with the promulgation of this rule package
no future refunds or penalties will be incurred for noncompliance with the overall time-frame.
The increase in the phytosanitary field inspection time-frame should not have an economic impact on the Depart-
ment, but will allow sufficient time to inspect the necessary crop stages that require the inspection.

B. Political Subdivision.
Political subdivisions of this state are not directly affected by the implementation and enforcement of this rulemak-
ing.

C. Businesses Directly Affected By the Rulemaking.
Any businesses applying for alicense will follow current procedures and no additional costs will occur. The increase
in the phytosanitary field inspection time-frame will benefit businesses affected by this regulation as sufficient time
to grow the applicable stages of crops will be allowed within the increased time-frame. Phytosanitary field inspec-
tions are necessary for growers shipping seed to foreign countries. It is a preliminary step in obtaining a federal phy-
tosanitary certificate. The Division inspects the fields one to three times depending upon the crop. The proposed
language provides an intangible benefit for businesses by identifying the time-frames in which the Division will
approve or deny licenses.

D. Private and public employment.
Private and public employment is not directly affected by the implementation and enforcement of this rulemaking.

E. Consumersand the Public.
Consumers and the public are not directly affected by the implementation and enforcement of this rulemaking.

F. Sate Revenues.
This rulemaking may have a minor impact on state revenues. Continued departmental compliance with overall time-
frames will avoid assessment of refunds and penalties.
The time-frames for the hay broker license were deleted. House Bill 2044, effective on August 9, 2001, repeaed the
statutory authority for the license, 3 A.A.C. 15, Article 5, Hay Agents, Brokers and Dealers. This rulemaking
increases the time-frames for phytosanitary field inspection from 120 to 210 days, allowing inspection time of neces-
sary crop stages. A math error in the time-frame table indicating an overall time-frame of 44 days for citrus fruit sur-
face pests was corrected to 74 days. The native plant educational permit license was deleted in conformance with an
earlier statutory change that eliminated this license. The title of the Salvage Restricted Native Plant Permit has not
been changed in this rulemaking as had been initially proposed.
Minor clarifying changes were made in response to comments from Council staff.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if
The time-frames for the hay broker license were deleted. House Bill 2044, effective on August 9, 2001, repeaed the
statutory authority for the license, title 3, Chapter 15, Article 5, Hay Agents, Brokers and Dealers. this rulemaking
increases the time-frames for phytosanitary field inspection from 120 to 210 days, allowing inspection time of neces-
sary crop stages. A math error in the time-frame table indicating an overall time-frame of 44 days for citrus fruit sur-
face pests was corrected to 74 days. the native plant educational permit license was deleted in conformance with an
earlier statutory change that eliminated this license. The title of the Salvage Restricted Native Plant Permit has not
been changed in this rulemaking as had been initially proposed.

1. A summary of the principal comments and the agency response to them:
No comments were received.

12. Any other mattersprescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules.

None

13. Incorporationsby reference and their location in therules:
None

14. Wasthisrule previoudly adopted as an emergency rule?
No
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15. Thefull text of the rules changesfollows:

TITLE 3. AGRICULTURE

CHAPTER 4. DEPARTMENT OF AGRICULTURE
PLANT SERVICESDIVISION

ARTICLE 1. GENERAL PROVISIONS

Section
Table 1. Time-frames (Calendar Days)
ARTICLE 1. GENERAL PROVISIONS
TABLE 1. TIME-FRAMES
(Calendar Days)
Administrative | Responseto | Substantive Responseto | Overall
License Authority Completeness | Completion | Completeness | Additional Time-frame
Review Request Review Information
QUARANTINE
Cotton Boll Weevil Pest A.R.S. 3-201.01 14 14 30 30 a4
R3-4-218
Citrus Fruit Surface Pest A.R.S. 3-201.01 14 14 60 30 4474
R3-4-219
Citrus Nursery Stock Pests | A.R.S. 3-201.01 14 14 30 30 44
R3-4-220
L ettuce Mosaic Pest A.R.S. 3-201.01 14 14 30 30 4
R3-4-233
Noxious Weeds A.R.S 3-201.01
Regulated and Restricted R3-4-244 14 14 30 30 4
Prohibited R3-4-245
Scale Insects Pests A.R.S. 3-201.01 14 14 30 30 a4
R3-4-226
Plum Curculio AppleMag- | A.R.S. 3-201.01 14 14 60 30 74
got R3-4-240
Colored Cotton A.R.S. 3-205.02 14 0 0 0 14
R3-4-501
NURSERY
Ozonium Root Rot Inspec- A.R.S 3-201.01
tion A.RS. 3-217
Method of Growing R3-4-303 7 14 30 14 37
Indicator Crop Planted On 7 14 4yrs 14 4yrs, 7 days
Applicant’s Property
Indicator Crop Planted In 7 14 5yrs 14 5yrs, 7 days
Surrounding Area
Other Certification Inspec- A.R.S 3-201.01
tions A.RS 3-217
Nursery Inspection 30 14 lyr 14 1yr, 30 days
Phytosanitary Field Inspec- | A-R-S-3-20101 30 7 420210 7 450 240
tion ARS3-217
Phytosanitary-Apphication A.R.S 3-233(A)(7)
R3-4-407
STANDARDIZATION
Experimental Containersfor | A.R.S. 3-487 7 0 2 0 9
Fruit and Vegetables R3-4-740
Experimental Containersfor | A.R.S. 3-445 7 0 2 0 9
Citrus Fruit R3-4-814
Citrus Fruit Dealer, Packer A.R.S. 3-449 10 14 10 14 20
or Shipper License
Fruit and Vegetable Dealer, | A.R.S. 3-492 10 14 10 14 20
Packer or Shipper License

ARIZONA NATIVE PLANTS
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Notice of Intent A.R.S. 3-904 7 14 7 14 14
Confirmation Notice of R3-4-602
Intent
Qualificationsfor Salvage | A.R.S. 3-906 5 14 5 14 10
Assessed Native Plant Per- | R3-4-611
mits R3-4-610 5 14 5 14 10
Salvage Restricted Native R3-4-608
Plant Permits R3-4-605 14 14 14 14 28
Scientific &Edueational
Permits
Blue-Sed-Permits A.R.S. 3-906 5 14 5 14 10
Movement Permits R3-4-610

R3-4-607
Qualifications for Annual A.R.S. 3-907 5 14 5 14 10
Permits For Harvest- R3-4-612
Restricted Native Plants R3-4-608
SEED DEALERS AND LABELERS
Seed Dealer A.R.S. 3-235 14 14 14 14 28

R3-4-408
Seed Labeler A.R.S. 3-235 14 14 14 14 28

R3-4-408
HAY-BROKER
Hay Broker License | ARS-3-2712 |5 |5 |5 5 | 10

NOTICE OF FINAL RULEMAKING
TITLE 4. PROFESSIONS AND OCCUPATIONS
CHAPTER 23. BOARD OF PHARMACY
PREAMBLE
1. Sections Affected Rulemaking Action
R4-23-604 Amend
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The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the
rules areimplementing (specific):
Authorizing statutes: A.R.S. § 32-1904(A)(1), (3), and (4) and (B)(3)

Implementing statutes: A.R.S. 8§ 32-1929, 32-1930, 32-1931, 32-1932, 32-1961, 32-1962, 32-1963, and 32-1975

Theeffective date of therules:
August 9, 2001

A ligt of all previous notices appearing in the Register addressing thefinal rule:
Notice of Rulemaking Docket Opening: 6 A.A.R. 3116, August 18, 2000

Notice of Proposed Rulemaking: 7 A.A.R. 952, February 23, 2001

Thename and address of agency personnel with whom persons may communicate regarding therule:
Name: Dean Wright, Compliance Officer

Address:

Board of Pharmacy
4425 W. Olive Ave., Suite 140
Glendale, AZ 85302

(623) 463-2727, ext. 131
Fax: (623) 934-0583

E-mail:

Telephone:

rxcop@qwest.net

An explanation of therule, including the agency’sreasonsfor initiating therule:
The Board's five-year rule review in September 1997 identified Section 604 for amendment. The rule removes lan-
guage that mimics the federal Current Good Manufacturing Practice Regulations and then incorporates by reference
the federal Current Good Manufacturing Practice Regulations. The Board already enforce federal law, so it is not nec-
essary to have pages of rule that repeat almost verbatim the federal regulations. The rule is updated with language
required by the current Administrative Procedure Act to produce a clear, concise, and understandable document.
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Subsections (A) through (G) and (1) through (L) address areas specific to Arizonathat are not addressed in the federal
act, including permit application, notification, drug distribution, pharmacist-in-charge, recordkeeping and retention,
inspections, nonresident manufacturer, and radiopharmaceuticals. Subsection (H) incorporates the federal Current
Good Manufacturing Practice Regulations.

The Board believes that making these rules will benefit the public health and safety by establishing clear standards for
resident manufacturer permits and the manufacturing and distribution of drugsin Arizona.

7. A reference to any study that the agency relied on in its evaluation of or justification for the rule and where the

public may obtain or review the study, all data underlying each study, any analysis of the study, and other
supporting material:

Not applicable

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a

previous grant of authority of a political subdivision of this state:
Not applicable

(8]

The summary of the economic, small business, and consumer impact:

The cost to the Board of Pharmacy and the Secretary of State for writing and publishing the rule will be minimal. The
rule will have no economic impact on drug manufacturers. The rule reduces the size of the Board's rule by repealing
language that mimics the federal Current Good Manufacturing Practice Regulations and then incorporating by refer-
ence the federal Current Good Manufacturing Practice Regulations. The Board already enforces federal law, so this
change will not impose anything new on manufacturers. The rule does not impose any additional costs on Arizona
small business or consumers. The Board, drug manufacturers, and the public benefit from arule that establishes clear
standards for resident manufacturer permits and the manufacturing and distribution of drugsin Arizona.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if

applicable):
At the request of GR.R.C. staff, the Board made various nonsubstantive style, format, grammar, and punctuation
changes to the final rule to create a clear, concise, and understandable document in compliance with the Arizona
Administrative Procedure Act.

1. A summary of the principal comments and the agency response to them:
There were no comments.
12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules:
Not applicable

13. Incorporationsby reference and their location in therules:
21 CFR 210 through 211, published April 1, 2000, and no future amendments or editions, located at A.A.C. R4-23-

[©

604(H)
14. Wasthisrule previoudy approved as an emergency rule?
No

15. Thefull text of the rulesfollows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY
ARTICLE 6. PERMITSAND DISTRIBUTION OF DRUGS

Section
R4-23-604. Manufacturers Resident Drug Manufacturer

ARTICLE 6. PERMITSAND DISTRIBUTION OF DRUGS

R4-23-604. Manufacturers Resident Drug M anufacturer
A. Permits: Permit.

ture Dackaqe reoackaqe Iabel or relabel anv narcotlc or other controlled substance prescription-only drug or
device, nonprescription drug, precursor chemical, or regulated chemical without a current Board-issued drug manu-

facturer permit.
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Ay a - Application. To obtain a permit to operate a drug manu-

facturl ng firmin Anzona. aperson shaII submlt acomDI eted aDlecatlon on aform furnished by the Board, that includes:

Business name, address, mailing address, if different, telephone number, and facsimile number;

Owner’s name, if corporation or partnership, officers or partners, including address and title, and any other trade or

busi ness names used;

Whether the owner, corporation, or partnership has conducted a similar business in any other jurisdiction and if so,

indicate under what name and location;

Whether the owner, any officer, or active partner has ever been convicted of an offense involving moral turpitude, a

felony offense, or any drug-related offense or has any currently pending felony or drug-related charges, and if so,

indicate charge, conviction date, jurisdiction, and location;

Whether the owner, any officer, or active partner has ever been denied a drug manufacturer permit in this state or any

other jurisdiction, and if so, indicate where and when;

A copy of the drug list required by the FDA;

Plans or construction drawings showing facility size and security for the proposed business;

Applicant’s and manager’s name, address, emergency telephone number, and resume indicating educational or expe-

riential qualifications related to drug manufacturer operation;

Pharmacist-in-charge’'s name, address, emergency telephone number, Arizona pharmacist license number, and expi-

ration date;

The applicant’s current FDA drug manufacturer or repackager reqgistration number and expiration date;

Documentation of compliance with local zoning laws;

12. For an application submitted because of ownership change, the former owner’s name and business name, if different;

13. Date signed, applicant’s, corporate officer’s, partner’s, manager’s, or pharmacist-in-charge’s verified signature and
title, and

. Fee SDeC|f|ed in R4- 23-205
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Beforeissuing adrug manufacturer Derm|t the Board shall

1. Receive and approve a completed permit application;

2. Interview the applicant and manager, if different from the applicant, and the pharmacist-in-charge at a Board meet-
ing; and

3. Receive a satisfactory compliance inspection report on the facility from a Board compliance officer.

Notification. A drug manufacturer permittee shall notify the Board of changes involving the drug list, ownership, address,

telephone number, name of business, manager, or pharmacist-in-charge, including manager’s or pharmacist-in-charge's

telephone number.

Manufacturing and distribution.

1. A drug manufacturer permittee shall manufacture and distribute a drug only:

a, To apharmacy, drug manufacturer, and full-service or nonprescription drug wholesaler currently permitted by
the Board;

b. Toamedical practitioner currently licensed as a medical practitioner as defined in A.R.S. § 32-1901; or

c. Toaproperly permitted, registered, licensed, or certified person or firm of another jurisdiction; and

d. Under the supervision of an Arizona Board-licensed pharmacist asrequired in A.R.S. § 32-1961. Manufacturing

processes that reguire the supervision of a pharmacist include weighing, mixing, compounding, tableting, pack-
aging, and labeling.
Before manufacturing and distributing a drug that is not listed on a drug manufacturer’s permit application, the drug
manufacturer permittee shall send to the Board office a written request to amend the permit application, including
documentation of FDA approval to manufacture the drug not listed on the original permit application. If arequest to
amend a permit application includes the documentation required in this subsection, the Board or its designee shall
approve the request to amend within 30 days of receipt.
6. Manufaetunng—permrt&areA druq manufacturer Dermlt |s subject to den|al suspensron, probation, or revocation fer
i an ! underARS 8§ 32-1932.

[~

Aelmr-nrstratren A druq manufacturer Dermrttee shaII

1. Designate an Arizona Board-licensed pharmacist as the pharmacist-in-charge. The pharmacist-in-charge shall:
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a Communicate Board directives to the management, other pharmacists, interns, and other personnel of the drug
manufacturer; and
b. Ensure compliance with all federal and state drug laws and rules by the drug manufacturer; and
2. Ensure that an Arizona Board-licensed pharmacist is present at the facility whenever a drug is manufactured, pack-

aged, repackaqed Iabeled or rel abeled

Current Good Manufacturlnq Practlce A druq manufacturer Derm|ttee shall complv Wlth the current qood manufac—
turing practice requirements of 21 CFR 210 through 211, published April 1, 2000, and no future amendments or edi-
tions, incorporated by reference and on file with the Board and the office of the Secretary of State.

Records. A drug manufacturer permittee shall:

1. Establish and implement written procedures for maintaining records pertaining to production, process control, |abel-
ing, packaging, quality control, distribution, complaints, and any information required by federal or state law;

2. Retain the records required by this Article and 21 CFR 210 through 211 as incorporated in subsection (H) for at least
two years after distribution of adrug or one year after the expiration date of a drug, whichever islonger; and
3. Make the records required by this Article and 21 CFR 210 through 211 as incorporated in subsection (H) available
within 48 hoursfor review by a Board compliance officer or other authorized officer of thelaw asdefinedin A.R.S. 8
32-1901(4).
BJ. Eguipment-
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Inspections. A drug manufacturer permittee shall make the drug manufacturer’s facility available for inspection by the Board
or its compliance officer under A.R.S. § 32-1904.
EK . Personnek:

August 31, 2001 Page 3819 Volume 7, Issue #35



Arizona Administrative Register

Notices of Final Rulemaking

Volume 7, Issue #35 Page 3820 August 31, 2001



Arizona Administrative Register

Notices of Final Rulemaking

August 31, 2001 Page 3821 Volume 7, Issue #35



Arizona Administrative Register

Notices of Final Rulemaking

Volume 7, Issue #35 Page 3822 August 31, 2001



Arizona Administrative Register
Notices of Final Rulemaking

Before manufacturmg a#adkeaetq-ve-pharmaeeuﬂeal— radl oDharmaceutlcaI a

drug manufacturer Dermlttee shall:

Fheserequirements-are-thr-additionto Comply with the regulatory requirements of the Arizona Radiation Regulatory

Agency, and the U.S. Nuclear Regulatory Commission, and-the federal-Foed-and-Brug-Administrationregulations:

FDA., and this Section;

Be or employ an Arizona Board-licensed authorized nuclear pharmacist as specified in R4-23-681(A);

Comply with the requirements specified in R4-23-682(F)(1). (2). (3). and (5):

Hold a current Arizona Radiation Regulatory Agency Radioactive Materials License. If a drug manufacturer permit-

tee who manufactures radi opharmaceuticals fails to maintain a current Arizona Radiation Regulatory Agency Radio-

active Materials License, the permittee’'s drug manufacturer permit shall be immediately suspended pending a

hearing by the Board;

Designate an authorized nuclear pharmacist as the pharmacist-in-charge. The pharmacist-in-charge shall:

a  Communicate Board directives to the management, other pharmacists, interns, and other personnel of the drug
manufacturer; and

b. Ensure compliance with all federal and state drug laws and rules by the drug manufacturer;

Ensure that an authorized nuclear pharmacist:

a, Directly supervises all personnel who perform tasks in the manufacture and distribution of radiopharmaceuticals;
and

[=
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b. Ispresent at the facility whenever a radiopharmaceutical is manufactured, packaged, repackaged, labeled, rela-
beled, or distributed.
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NOTICE OF FINAL RULEMAKING
TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

PREAMBLE
Sections Affected Rulemaking Action
R4-23-606 Amend
R4-23-607 Amend
R4-23-613 New Section

The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):

Authorizing statutes: A.R.S. § 32-1904(A)(1) and (2)
Implementing statutes: A.R.S. 88 32-1904(B)(5), 32-1929, 32-1930, 32-1931, 32-1932, 32-1934, and 32-1963

The effective date of therules:

August 9, 2001

A list of all previous notices appearing in the Register addressing thefinal rule:

Notice of Rulemaking Docket Opening: 6 A.A.R. 4759, December 22, 2000
Notice of Proposed Rulemaking: 7 A.A.R. 962, February 23, 2001

The name and address of agency personnel with whom per sons may communicate regarding therule:

Name: Dean Wright, Compliance Officer

Address: Board of Pharmacy
4425 W. Olive Ave,, Suite 140
Glendale, AZ 85302

Telephone: (623) 463-2727, ext. 131
Fax: (623) 934-0583
E-mail: rxcop@qwest.net

An explanation of therule, including the agency’sreasonsfor initiating therule:

During the five-year rule review in 1997, the Board staff noted that Section 606 should be revised to bring the termi-
nology into conformity with state statute. Section 606 was originally a part of a rulemaking that included Sections
402 and 601. Because of extensive format and style changes recommended by GRRC staff, Section 606 was pulled
from that rulemaking package and noticed as a separate rulemaking package. Some of the changes recommended for
Section 606 ended up in anew Section 613. Section 607 is amended to include nonresident pharmacy permit require-
ments. The nonresident pharmacy permit requirements were inadvertently left out of Section 607 when it was
amended on November 13, 2000. The rule includes necessary style, format, and grammar changes to provide a clear,
concise, and understandable document.

The 1999 L egislature passed H.B. 2448 (Precursor Chemical bill) requiring the Board to issue permitsto anyone (res-
ident or nonresident) who distributes precursor chemicals such as ephedrine, pseudoephedrine, and phenylpropanol a-
mine. These chemicals are active ingredients in common over-the-counter products sold for treatment of flu, colds,
and weight loss. These changes prompted the Board to require a Board-issued permit for anyone (resident or nonresi-
dent) who distributes any drug in or into Arizona. In afinal rulemaking filed with the Secretary of State and effective
on November 13, 2000, the Board amended Section 607 to establish the requirements for nonresident manufacturer,
full service and nonprescription drug wholesaler, and nonprescription drug retailer permits. Because nonresident
pharmacy permits were inadvertently left out of the previous rulemaking, this rule amends Section 607 to establish
the requirements for nonresident pharmacy permits.

The language in Section 606 receives numerous changes in style, format, punctuation, and grammar to comply with
the statutory requirements of the Administrative Procedure Act and rules of the Secretary of State and Governor’s
Regulatory Review Council. Subsections (A) through (G) are amended to establish requirements related to permits,
applications, natification, nonprescription drug sales, change of ownership, relocation or remodel, and changes of
corporate officers. Subsections (H) through (L) are repealed.
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GR.R.C. gtaff recommended establishing a new Section to incorporate the procedure for closing a pharmacy previ-
oudly contained in R4-23-606(L). New Section 613 includes new language establishing the procedure for discontinu-
ing a pharmacy.

The Board believes that making these rules will benefit the public health and safety by establishing clear standards for
resident and nonresident pharmacy permits and the distribution of drugsin and into Arizona.

A reference to any study that the agency relied on in its evaluation of or justification for the rule and where the
public may obtain or review the study, all data underlying each study, any analysis of the study, and other
supporting material:

Not applicable

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a political subdivision of this state:
Not applicable

Thesummary of the economic, small business, and consumer_impact:

The rule will have a direct economic impact on nonresident pharmacies that ship drugs into Arizona. The permit fee
for a resident or nonresident pharmacy is $300 biennialy. In the 1999 House Bill 2448, the Arizona Legislature
required that the Board issue a permit to any person who ships a precursor chemical (nonprescription drug) into the
state. To accomplish this on November 13, 2000, the Board amended R4-23-601 to eliminate the exemption from
registration for nonresident firms shipping prescription-only or nonprescription drugs into Arizona. This means the
Board must issue a permit to any firm shipping any drug into Arizona. The cost to the Board to permit nonresident
pharmacies could be substantial. These costs include identifying, contacting, and educating nonresident pharmacies
regarding the new requirements, issuing and renewing permits for affected nonresident pharmacies, investigation of
complaints against nonresident pharmacies, and enforcement of statutes and rules. The cost to the Board of Pharmacy
and the Secretary of State for writing and publishing the rule will be minimal. The rule will have no economic impact
on resident pharmacies. The rule does not impose any additional costs on Arizona small business or consumers.

A description of the changes between the proposed rules, including supplemental notices, and final rules (if

applicable):

At the request of GR.R.C. staff, the Board made minor grammar, style, format, and punctuation changes. The Board
decided to take out the requirement in R4-23-606(B)(1)(n), R4-23-607(C)(1)(d), and R4-23-607(F) that a nonresident
pharmacy’s pharmacist-in-charge have an Arizona pharmacist license. Simply requiring a pharmacist who will not
practice in Arizona to get an Arizona pharmacist license will not increase public safety, but merely increase Board
revenue. The Board staff discovered that only four states of the 30 plus states that i ssue honresident pharmacy permits
require that the pharmacist-in-charge have a pharmacist license issued by the nonresident state. The Board chose to
go with the majority and not seek nonresident pharmacist-in-charge licensure, because each nonresident pharmacy is
aready required by their domicile state to have a licensed pharmacist-in-charge. This is a nonsubstantive change
because it reduces the burden on a permittee. Subsection R4-23-607(G) is renumbered to R4-23-607(F).

A summary of the principal comments and the agency response to them:
There were no comments.

Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules:

Not applicable

Incor por ations by reference and their location in therules:
None

14. Wasthisrule previoudy approved as an emergency rule?

No
Thefull text of therulesfollows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY
ARTICLE 6. PERMITSAND DISTRIBUTION OF DRUGS

Section

R4-23-606. Pharmacy Permit, Community, Hospital, and Limited Service
R4-23-607. Nonresident Permits

R4-23-613. Procedure for Discontinuing a Pharmacy
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ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS
R4- 23 606 Pharmacy Permit, Community, Hosp|tal and Limited Serwce

thepremrsa—and—rssded—a—permrﬁe Permlt A Derson shaII not operate a Dharmacv in Ar|zona Wlthout a current Board—
|ssued Dharmacv Dermlt
B. . i
A arg: Qpllcatlon
1l To obtam a Dermlt to operate anew pharmacv or chanqe ownership, relocate, or remodel an existing pharmacy in Ari-

Zona, a person shall submit a completed application, on aform furnished by the Board, that includes:

a Thetype of pharmacy;

b. Business name, address, mailing address, if different, tel ephone number, and facsimile number;

c. Owner’s name, if corporation or partnership, officers or partners, including address and title, and any other trade
or business names used;

d. Whether the owner, corporation, or partnership has conducted a similar business in any other jurisdiction and if
50, indicate under what name and location;

e. Whether the owner, any officer, or active partner has ever been convicted of an offense involving moral turpi-
tude, a felony offense, or any drug-related offense or has any currently pending felony or drug-related charges,
and if so, indicate charge, conviction date, jurisdiction, and location;

f. Whether the owner, any officer, or active partner has ever been denied a pharmacy permit in this state or any
other jurisdiction, and if so, indicate where and when;

d. Whether the owner, any officer, or partner is amedical practitioner:

h. Name and telephone number of individual to contact before opening;

i. If applying for a hospital pharmacy permit, the hospital’s Department of Health Services license number, number
of beds, and manager’s or administrator’s name;

j. Planned opening, change of ownership, relocation, or remodel date;

k. Plansor construction drawings showing pharmacy size and security for the proposed business;

I.  Documentation of compliance with local zoning laws,

m. Lease agreement and a disclosure statement indicating whether a medical practitioner receives income from the
lease;

n. Pharmacist-in-charge’s name;

0. For an application submitted because of ownership change, the former pharmacy’s name, address, owner's
name, and permit number:;

p. Date signed, applicant’s, corporate officer’s, partner’'s, manager’s, administrator’s, or pharmacist-in-charge's
verified signature and title; and

q. Feespecified in R4-23-205.

2. Beforeissuing a pharmacy permit, the Board shall:

a.  Receive and approve a completed permit application; and

b. Receive asatisfactory compliance inspection report on the facility from a Board compliance officer.

3. Before issuing a pharmacy permit, the Board may interview the applicant and the pharmacist-in-charge, if different
from the appllcant at aBoard meetl nq based on the need for addltlonal mformatlon

the Board of chanom mvolvr ng the tvoe of Dharmacv operated pharmacy area, ownershlp address, telephone number,
name of busr ness, Dharmamst -in-charge, or staff Dharmamst

D. v
the pharmacy Dermlttee shall ensure that the business has a current, Board-issued nonprescription drug permit as requi red
|n Secuons R4 23 602 and R4 23- 603

E.

ef—theBeardr Chanqe of ownershl D Before anv chanqe of ownershl D OCCcurs, a Drosoectlve owner shall submlt the aDDI ica-

tion packet described under subsection R4-23-606(B), except for changes of stock ownership of less than 30% of the vot-
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ing stock of a corporation or an existing and continuing corporation that is actively traded on any securities market or

over-the-counter market.

described under subsection R4-23-606(B). except a feeis not required. The new or remodeled facility shall pass a final
inspection by a Board comnllance offlcer before operations begin.

aDDIlcatlon Dacket described under subsectlon R4-23-606(B) for any chanqe of officersin a corporation, except afee and
final |nSDect|on are not required.
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R4-23-607. Nonresident Permits

A. Permit. A person, who is not aresident of Arizona, shall not sell or distribute any narcotic or other controlled substance,
prescription-only drug or device, nonprescription drug, precursor chemical, or regulated chemical into Arizona without:
1. A current Board-issued nonresident pharmacy permit, nonresident manufacturer permit, nonresident full-service or

nonprescription drug wholesale permit, or nonresident nonprescription drug permit; and

2. A current equivalent license or permit issued by the licensing authority in the jurisdiction where the person or firm
resides.

B. Application. To obtain a nonresident pharmacy, nonresident manufacturer, nonresident full-service or nonprescription
drug wholesal e, or nonprescription drug permit, a person shall submit a completed application, on aform furnished by the
Board, that includes:

1. Business name, address, mailing address, if different, telephone number, and facsimile number;

2. Owner's name, if corporation or partnership, officers or partners, including address and title, and any other trade or
business names used;

3. Whether the owner, corporation, or partnership has conducted a similar business in any other jurisdiction and if so,
indicate under what name and location;

4. Whether the owner, any officer, or active partner has ever been convicted of an offense involving moral turpitude, a
felony offense, or any drug-related offense or has any currently pending felony or drug-related charges, and if so,
indicate charge, conviction date, jurisdiction, and location;

5. DPeeumentation-ef-comphance with-toeal-zoning+aws A copy of the applicant’s current equivalent license or permit,
issued by the licensing authority in the jurisdiction where the person or firm resides and required by subsection
(A)(2);

6. For an application submitted because of ownership change, the former owner’s name and business name, if different;

7. Date signed, applicant’s, corporate officer’s, partner’'s, manager’'s, administrator’s, pharmacist-in-charge’s, or
responsible person’s verified signature and title, and

8. [Fee specified in R4-23-205.

C. Inaddition to the requirements of subsection (B), the following information is required:

1. Nonresident pharmacy.

a.  Thetype of pharmacy:;
b. Whether the owner, any officer, or active partner has ever been denied a pharmacy permit in this state or any
other jurisdiction, and if so, indicate where and when;

c. If applying for a hospital pharmacy permit, the number of beds, manager’s or administrator’s name, and a copy
of the hospital’s current equivalent license or permit issued by the licensing authority in the jurisdiction where
the person or firm resides,;

d. Pharmacist-in-charge’'s name and tel ephone number; and

e. For an application submitted because of ownership change, the former pharmacy’s name, address, and permit

number; and
1.2. Nonresident manufacturer.
a.  Whether the owner, any officer, or active partner has ever been denied a drug manufacturer permit in this state or
any other jurisdiction, and if so, indicate where and when;
b. A copy of the drug list requr red by the FDA
& al ! i
dc. Manager sor responsr bIe person s name, addraes, and emergency telephone number and
ed. Thefirm’'s current FDA drug manufacturer or repackager registration number and expiration date; and
2.3. Nonresident full-service or nonprescription drug wholesaler.
a. Thetype of drug wholesale permit;
b. Whether the owner, any officer, or active partner has ever been denied a drug wholesale permit in this state or
any other jurisdiction, and if so, indicate where and when;
c. The type types of drugs, nonprescription, prescription-only, controlled substances, human, or veterinary, the
apphcant will dlstrl bute;

ed Manager S or responsi bIe person’s name, address emergency teI ephone number, and resume |nd| catmg educa-
tional or experiential qualifications related to drug wholesal e operation; and

3:4. Nonresident nonprescription drug retailer.
a.  Whether applying for Category | or Category Il permit;
b. Date business started or planned opening date; and
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c. Type of business, such as convenience, drug, grocery, or health food store, swap-meet vendor, or vending
machine.
D. Notification.

1. Nonresident pharmacy. A nonresident pharmacy permittee shall notify the Board of changes involving the type of
pharmacy operated, ownership, address, telephone number, name of business, or pharmacist-in-charge.

4.2. Nonresident manufacturer. A nonresident manufacturer permittee shall notify the Board of changes involving listed
drugs, ownership, address, telephone number, name of business, or manager, including manager’s telephone number.

2.3. Nonresident drug wholesaler. A nonresident full-service or nonprescription drug wholesal e permittee shall notify the
Board of changes involving the type types of drugs sold or distributed, ownership, address, tel ephone number, name
of business, or manager, including manager’s tel ephone number.

3:4. Nonresident nonprescription drug retailer. A nonresident nonprescription drug permittee shall notify the Board of
changes involving permit category, ownership, address, telephone number, name of business, or manager, including
manager’s telephone number.

E. Drug Sales.

1. Nonresident pharmacy. A nonresident pharmacy permittee shall not:

a Sl distribute, give away, or dispose of, any narcotic or other controlled substance or prescription-only drug or
device, to anyone in Arizona except:
i. A pharmacy, drug manufacturer, or full-service drug wholesaler currently permitted by the Board;

ii. A medical practitioner currently licensed under A.R.S. Title 32; or

iii. An Arizonaresident upon receipt of avalid prescription order for the resident; and

b. Sll, distribute, give away, or dispose of, any nonprescription drug, precursor chemical, or regulated chemical, to
anyone in Arizona except:

i. A pharmacy, drug manufacturer, full-service or nonprescription drug wholesaler, or nonprescription drug
retailer currently permitted by the Board;

ii. A medical practitioner currently licensed under A.R.S. Title 32; or

iii. An Arizona resident either upon receipt of avalid prescription order for the resident or in the original con-
tainer packaged and labeled by the manufacturer.

£:2. Nonresident manufacturer. A nonresident manufacturer permittee shall not:

a. Sdl, distribute, give away, or dispose of, any narcotic or other controlled substance or prescription-only drug or
device, to anyone in Arizona except, a pharmacy, drug manufacturer, or full-service drug wholesaler currently
permitted by the Board or amedical practitioner currently licensed under A.R.S. Title 32; and

b. Sell, distribute, give away, or dispose of, any nonprescription drug, precursor chemical, or regulated chemical, to
anyone in Arizona except, a pharmacy, drug manufacturer, full-service or nonprescription drug wholesaler, or
nonprescription drug retailer currently permitted by the Board or a medical practitioner currently licensed under
A.R.S. Title 32.

23. Nonresident full-service drug wholesaler. A nonresident full-service drug wholesale permittee shall not:

a. Sdl, distribute, give away, or dispose of, any narcotic or other controlled substance or prescription-only drug or
device, to anyone in Arizona except a pharmacy, drug manufacturer, or full-service drug wholesaler currently
permitted by the Board or amedical practitioner currently licensed under A.R.S. Title 32; and

b. Sell, distribute, give away, or dispose of, any nonprescription drug, precursor chemical, or regulated chemical, to
anyone in Arizona except, a pharmacy, drug manufacturer, full-service or nonprescription drug wholesaler, or
nonprescription drug retailer currently permitted by the Board or a medical practitioner currently licensed under
A.R.S. Title 32.

3:4. Nonresident nonprescription drug wholesaler. A nonresident nonprescription drug wholesal e permittee shall not sell,
distribute, give away, or dispose of, any nonprescription drug, precursor chemical, or regulated chemical, to anyone
in Arizona except, a pharmacy, drug manufacturer, full-service or nonprescription drug wholesaler, or nonprescrip-
tion drug retailer currently permitted by the Board or amedical practitioner currently licensed under A.R.S. Title 32.

4.5. Nonresident nonprescription drug retailer. A nonresident nonprescription drug permittee shall not:

a. Sdl, distribute, give away, or dispose of, a nonprescription drug, precursor chemical, or regulated chemical to
anyonein Arizona except in the original container packaged and labeled by the manufacturer;

b. Package, repackage, l1abel, or relabel any drug, precursor chemical, or regulated chemical; and or

c. Sdl, distribute, give away, or dispose of, any drug, precursor chemical, or regulated chemical to anyone in Ari-
zona that exceeds its expiration date, is contaminated or deteriorated from excessive heat, cold, sunlight, mois-
ture, or other factors, or does not comply with federal law.

F.  When sdlling or distributing any narcotic or other controlled substance, prescription-only drug or device, nonprescription
drug, precursor chemical, or regulated chemical into Arizona, a honresident pharmacy. nonresident manufacturer, nonres-
ident full-service or nonprescription drug wholesale, or nonprescription drug permittee shall comply with federal law, the
permittee’s resident state drug law, and this Section.
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R4-23-613. Procedurefor Discontinuing a Phar macy

A.

|.U°

|©

I

A pharmacy permittee or pharmacist-in-charge shall provide written notice to the Board and the Drug Enforcement

Administration (D.E.A.) at |least 10 days before discontinuing operation of the pharmacy. The notice shall contain the fol-

lowing information:

1. Name, address, pharmacy permit number, and D.E.A. registration number of the pharmacy discontinuing business;

2. Name, address, pharmacy permit number (if applicable), and D.E.A. registration number of the licensee, permittee, or
registrant to whom the prescription-only drugs and controlled substances will be sold or transferred;

3. Name and address of the location where the discontinuing pharmacy’s records of purchase and disbursement of con-

trolled substances and prescription-only drugs will be kept and the person responsible for the records. These records

shall be kept for a minimum of three years from the last transaction date.

Name and address of the location where the discontinuing pharmacy’s prescription files and patient profiles will be

kept and the person responsible for the files and profiles. These records shall be kept for a minimum of three years

from the date the last original or refill prescription was dispensed; and

5. The proposed date of discontinuing business operations.

The pharmacy permittee shall ensure that al pharmacy signs and symbols are removed from both the inside and outside of

the premises.

The pharmacy permittee or pharmacist-in-charge shall ensure that all state permits and certificates of registration are

returned to the Board office and that D.E.A. registration certificates and unused D.E.A. Schedule |l order forms are

returned to the D.E.A. Regional Office in Phoenix.

The pharmacist-in-charge of the pharmacy discontinuing business shall ensure that:

1. Only apharmacist has access to the prescription-only drugs and controlled substances until they are transferred to the
licensee, permittee, or registrant listed in subsection (A)(2);

[

2. All prescription-only drugs and controlled substances are removed from the premises on or before the date the phar-
macy is discontinued; and
3. All controlled substances are transferred as follows:

Take an inventory of all controlled substances that are transferred using the procedures in R4-23-1003;

Include a copy of the inventory with the controlled substances that are transferred;

Keep the original of the inventory with the discontinued pharmacy’s records of drug purchase and disbursement
for aminimum of three years from the date the pharmacy is discontinued;

UseaD.E.A. form 222 to transfer any Schedule Il controlled substances; and

Transfer controlled substances that need destruction in the same manner as all other controlled substances.
Upon receipt of outdated or damaged controlled substances from a discontinued pharmacy, the licensee, permittee, or reg-
istrant described in subsection (A)(2) shall contact a D.E.A. registered reverse distributor for proper destruction of out-
dated or damaged controlled substances. If there are controlled substances a reverse distributor will not accept, the
licensee, permittee, or registrant shall then contact the Board office and request an inspection for the purpose of drug
destruction.

During the three year record retention period, the person described in subsection (A)(3) or (4) shal provide to the Board
upon its request a discontinued pharmacy’s records of the purchase and disbursement of controlled substances and pre-
scription-only drugs, prescription files, and patient profiles.

NOTICE OF FINAL RULEMAKING

[zi=as)

© 2

TITLE 17. TRANSPORTATION

CHAPTER 4. DEPARTMENT OF TRANSPORTATION
TITLE, REGISTRATION, AND DRIVER LICENSES

PREAMBLE
Sections Affected: Rulemaking Action:
R17-4-504 Repeal
R17-4-505 Repeal
R17-4-511 Reped

The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statute: A.R.S. § 28-366
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Implementing statute: R17-4-504 implements the former A.R.S. § 28-692.01 and Laws 1990, Ch. 375, § 20. R17-4-
505 implements the former A.R.S. 88 28-692.01 and 28-694. R17-4-511 does not have a specific implementing stat-
ute. A.R.S. Title 28 was repealed and completely rewritten during the 1995 and 1996 L egislative sessions. Asaresult,
the implementing statutes listed above do not have exact analogues in the current A.R.S. Title 28. However, Laws
1996, Ch. 76, § 309 provides that administrative rules made under the old laws remain in force until amended by the
Department.

The effective date of therules:

August 10, 2001

A ligt of all previous notices appearing in the Register addressing thefinal rule:

Notice of Rulemaking Docket Opening: 7 A.A.R. 1263, March 16, 2001
Notice of Proposed Rulemaking: 7 A.A.R. 1364, March 30, 2001

The name and address of agency personnel with whom persons may communicate regarding the rulemaking:

Name: Bill Bishop, Rules Analyst

Address: Arizona Department of Transportation
Administrative Rules Unit, Mail Drop 507M
3737 North Seventh Street, Suite 160
Phoenix, Arizona 85014-5017

Telephone: (602) 712-8449
Fax: (602) 241-1624
E-mail: bjbishop@dot.state.az.us

Please visit the ADOT web site to track progress of this rule and any other agency rulemaking matters:
www.dot.state.az.us/about/rules.

An explanation of therule, including the agency’sreasonsfor initiating therule:

The Department reviewed these rules as it committed to do in a five-year rule review report approved by the Gover-
nor’s Regulatory Review Council on June 6, 2000 (F-00-0603).

R17-4-504(A) was written to implement A.R.S. § 28-692.01 which related to driving under the influence. In the years
since the rule was adopted, the law was renumbered as A.R.S. 8 28-1381 and its provisions were rewritten by the
Legislature to include much more specificity. This law contains enough detail to make R17-4-504(A) therefore
unnecessary.

R17-4-504(B) implements Laws 1990, Ch. 375, § 20 which provides for removal of points from driver’slicensesif a
person followed the procedure in the former A.R.S. § 28-692.01(E). Even though Laws 1990, Ch. 375, § 20 was
never repealed, the section of the statutes to which it points was repealed. Section 692.01(E) was renumbered to (D)
by Laws 1992, Ch. 330, § 23. The language in this new section (D) was then completely deleted by Laws 1993, Ch.
223, § 7. R17-4-504(B) is therefore unnecessary.

R17-4-505 was written to implement the alternate suspension procedures provided in the former A.R.S. § 28-694.
This statute was subsequently renumbered as A.R.S. § 28-3165 and its provisions were rewritten and expanded. The
statute now contains enough detail to make this rule unnecessary.

R17-4-511 gives procedures for compiling and indexing of records that the Motor Vehicle Division receives so that
they may be stored electronically. This rule governs only internal procedures of the Department and does not affect
the public. Thisruleis not needed.

A referenceto any study that the agency relied on its evaluation or justification for the rule, and where the public
may obtain or review the study, all data underlying each study, any analysis of the study and other supporting

material:

None

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a

previous grant of authority of a palitical subdivision of this state:

Not applicable

Thesummary of the economic, small business, and consumer_impact:

This rulemaking will decrease monitoring and recordkeeping and is therefore exempt from the requirement to provide
the impact statement as provided in A.R.S. § 41-1055(D)(3).

10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if

applicable):

Not applicable
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1. A summary of the principal comments and the agency response to them:
The Department did not receive any comments.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules.
None

13. Incorporationsby reference and their location in therules:
None

14. Wasthisrule previoudly adopted as an emergency rule?
No

15. Thefull text of the rulesfollows:

TITLE 17. TRANSPORTATION

CHAPTER 4. DEPARTMENT OF TRANSPORTATION
TITLE, REGISTRATION, AND DRIVER LICENSES

ARTICLE 5. DRIVER LICENSES

Section
R17-4-504.

R17-4-505.
R17-4-511.

R17-4-504.
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NOTICE OF FINAL RULEMAKING

TITLE 17. TRANSPORTATION

CHAPTER 4. DEPARTMENT OF TRANSPORTATION
TITLE, REGISTRATION, AND DRIVER LICENSES

PREAMBLE

=

Sections Affected: Rulemaking Action:
R17-4-704 Amend

The gpecific authority for the rulemaking, including both the authorizing statute (general) and the statutes the
rules are implementing (specific):
Authorizing statute: A.R.S. 88 28-366 and 28-907(B)

Implementing statute: A.R.S. § 28-907(B)

The effective date of therules:
August 10, 2001

A ligt of all previous notices appearing in the Register addressing the final rule:
Notice of Rulemaking Docket Opening: 7 A.A.R. 1488, April 6, 2001

Notice of Proposed Rulemaking: 7 A.A.R. 1710, April 27, 2001

The name and address of agency personnel with whom persons may communicate regarding the rulemaking:
Name: Bill Bishop, Rules Analyst

I

|

>

[0

Address: Arizona Department of Transportation
Administrative Rules Unit, Mail Drop 507M
3737 N. Seventh Street, Suite 160
Phoenix, Arizona 85014-5017

Telephone: (602) 712-8449
Fax: (602) 241-1624
E-mail: bjbishop@dot.state.az.us

Please visit the ADOT web site to track progress of this rule and any other agency rulemaking matters:
www.dot.state.az.us/about/rules

6. An explanation of therule, including the agency’s reasonsfor initiating therule:

The Department reviewed R17-4-704 as it committed to do in a five-year rule review report approved by the Gover-
nor’s Regulatory Review Council on December 7, 1999 (F-99-1202). A.R.S. § 28-907(B) requires the Department to
adopt standards in accordance with 49 CFR 571.213, the Federal Motor Vehicle Safety Standard for child restraints.
49 USC § 30103 requires that the states can only adopt a standard that is identical to the federal standard. This rule-
making will amend R17-4-704 to incorporate the current federal standard by reference.

Volume 7, Issue #35 Page 3834 August 31, 2001



Arizona Administrative Register
Notices of Final Rulemaking

7. A referenceto any study that the agency relied on its evaluation or justification for therule, and where the public
may obtain or review the study, all data underlying each study, any analysis of the study and other supporting

material:
None
8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a political subdivision of this state:
Not applicable
9. Thesummary of the economic, small business, and consumer impact:

A.R.S. § 28-907 provides that when the Department adopts the federal standard by rule, the standard is then enforce-
able by the Department of Public Safety and violators are subject to afine. The fines are placed in afund that is used
to buy child seats for the use of Arizonans that cannot afford them. This benefits the public and businesses that sell
child restraint systems. This rulemaking will also make it clear that only the federal standard applies and not separate
federal and Arizona standards. The consumer market for child-restraint systemsis also governed by the federal stan-
dard and so consumers should feel little impact. The rulemaking will impose costs on state agencies for rule develop-
ment and regulatory review.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if

applicable):

No changes have been made to the proposed rules.

1. A summary of the principal comments and the agency response to them:
The Department received no comments about this rulemaking.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules.

None

13. Incorporationsby reference and their location in therules:
49 CFR 571.213 (October 1, 2000) isincorporated by reference in the one and only subsection in this rulemaking.

14. Wasthisrule previously adopted as an emergency rule?
No

15. Thefull text of therulesfollows:

TITLE 17. TRANSPORTATION

CHAPTER 4. DEPARTMENT OF TRANSPORTATION
TITLE, REGISTRATION, AND DRIVER LICENSES

ARTICLE 7. MISCELLANEOUSRULES

Section
R17-4-704. Chid-restraintsystemsirmeotorvehicles Child-restraint Systemsin Motor Vehicles
ARTICLE 7. MISCELLANEOUSRULES

R17-4-704. GShiHd-restraint-systemstrrmetervehieles Child-restraint Systemsin Motor Vehicles

Child-restraint systems shall be-constructed-to-specifications-containedn comply with 49 CFR 571.213, Federal Motor Vehi-
cle Safety Standard number 213. 49 CFR 571.213, revised October 1, 2000, is incorporated by reference and on file with the
Arizona Department of Transportation and the Office of the Secretarv of State ThIS mcorDoranon bv reference contaj ns no
future editions or amendments. Safety . .

August 31, 2001 Page 3835 Volume 7, Issue #35



	NOTICES OF FINAL RULEMAKING
	The Administrative Procedure Act requires the publication of the final rules of the state’s agenc...

	NOTICE OF FINAL RULEMAKING
	TITLE 3. AGRICULTURE
	CHAPTER 4. DEPARTMENT OF AGRICULTURE PLANT SERVICES DIVISION
	PREAMBLE
	1. Sections Affected Rulemaking Action
	Table 1 of Article 1 Amend

	2. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statute: A.R.S. §§ 3-107(A)(1) Implementing statute: A.R.S. §§ 3-107, 3-233 (A)(7), 3...

	3. The effective date of the rules:
	August 10, 2001

	4. A list of all previous notices appearing in the Register addressing the adopted rule:
	Notice of Rulemaking Docket Opening: 6 A.A.R. 1513, April 21, 2000
	Notice of Proposed Rulemaking: 6 A.A.R. 3150, August 25, 2000
	Notice of Supplemental Proposed Rulemaking: 6 A.A.R. 4315, November 17, 2000
	Notice of Supplemental Proposed Rulemaking: 7 A.A.R. 1437, April 6, 2001

	5. The name and address of agency personnel with whom persons may communicate regarding the rulem...
	Name: Sherry Blatner, Rules Specialist
	Address: Department of Agriculture 1688 W. Adams, Room 235 Phoenix, AZ 85007
	Telephone: (602) 542-0962
	Fax: (602) 542-5420
	E-mail: sherry.blatner@agric.state.az.us

	6. An explanation of the rule, including the agency’s reasons for initiating the rule:
	This rulemaking amends incorrect citations and data, adds licensing time-frames for seed dealers ...

	7. A reference to any study that the agency proposes to rely on in its evaluation of or justifica...
	None

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable

	9. The summary of the economic, small business, and consumer impact:
	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	The time-frames for the hay broker license were deleted. House Bill 2044, effective on August 9, ...

	11. A summary of the principal comments and the agency response to them:
	No comments were received.

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	None

	13. Incorporations by reference and their location in the rules:
	None

	14. Was this rule previously adopted as an emergency rule?
	No

	15. The full text of the rules changes follows:


	TITLE 3. AGRICULTURE
	CHAPTER 4. DEPARTMENT OF AGRICULTURE
	PLANT SERVICES DIVISION
	ARTICLE 1. GENERAL PROVISIONS
	ARTICLE 1. GENERAL PROVISIONS

	TABLE 1. TIME-FRAMES
	(Calendar Days)


	NOTICE OF FINAL RULEMAKING
	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 23. BOARD OF PHARMACY
	PREAMBLE
	1. Sections Affected Rulemaking Action
	R4-23-604 Amend

	2. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statutes: A.R.S. § 32-1904(A)(1), (3), and (4) and (B)(3)
	Implementing statutes: A.R.S. §§ 32-1929, 32-1930, 32-1931, 32-1932, 32-1961, 32-1962, 32-1963, a...

	3. The effective date of the rules:
	August 9, 2001

	4. A list of all previous notices appearing in the Register addressing the final rule:
	Notice of Rulemaking Docket Opening: 6 A.A.R. 3116, August 18, 2000
	Notice of Proposed Rulemaking: 7 A.A.R. 952, February 23, 2001

	5. The name and address of agency personnel with whom persons may communicate regarding the rule:
	Name: Dean Wright, Compliance Officer
	Address: Board of Pharmacy 4425 W. Olive Ave., Suite 140 Glendale, AZ 85302
	Telephone: (623) 463-2727, ext. 131
	Fax: (623) 934-0583
	E-mail: rxcop@qwest.net

	6. An explanation of the rule, including the agency’s reasons for initiating the rule:
	The Board’s five-year rule review in September 1997 identified Section 604 for amendment. The rul...
	Subsections (A) through (G) and (I) through (L) address areas specific to Arizona that are not ad...
	The Board believes that making these rules will benefit the public health and safety by establish...

	7. A reference to any study that the agency relied on in its evaluation of or justification for t...
	Not applicable

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable

	9. The summary of the economic, small business, and consumer impact:
	The cost to the Board of Pharmacy and the Secretary of State for writing and publishing the rule ...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	At the request of G.R.R.C. staff, the Board made various nonsubstantive style, format, grammar, a...

	11. A summary of the principal comments and the agency response to them:
	There were no comments.

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	Not applicable

	13. Incorporations by reference and their location in the rules:
	21 CFR 210 through 211, published April 1, 2000, and no future amendments or editions, located at...

	14. Was this rule previously approved as an emergency rule?
	No

	15. The full text of the rules follows:


	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 23. BOARD OF PHARMACY
	ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS
	ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS
	R4-23-604. Manufacturers Resident Drug Manufacturer




	NOTICE OF FINAL RULEMAKING
	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 23. BOARD OF PHARMACY
	PREAMBLE
	1. Sections Affected Rulemaking Action
	R4-23-606 Amend
	R4-23-607 Amend
	R4-23-613 New Section

	2. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statutes: A.R.S. § 32-1904(A)(1) and (2)
	Implementing statutes: A.R.S. §§ 32-1904(B)(5), 32-1929, 32-1930, 32-1931, 32-1932, 32-1934, and ...

	3. The effective date of the rules:
	August 9, 2001

	4. A list of all previous notices appearing in the Register addressing the final rule:
	Notice of Rulemaking Docket Opening: 6 A.A.R. 4759, December 22, 2000
	Notice of Proposed Rulemaking: 7 A.A.R. 962, February 23, 2001

	5. The name and address of agency personnel with whom persons may communicate regarding the rule:
	Name: Dean Wright, Compliance Officer
	Address: Board of Pharmacy 4425 W. Olive Ave., Suite 140 Glendale, AZ 85302
	Telephone: (623) 463-2727, ext. 131
	Fax: (623) 934-0583
	E-mail: rxcop@qwest.net

	6. An explanation of the rule, including the agency’s reasons for initiating the rule:
	During the five-year rule review in 1997, the Board staff noted that Section 606 should be revise...
	The 1999 Legislature passed H.B. 2448 (Precursor Chemical bill) requiring the Board to issue perm...
	The language in Section 606 receives numerous changes in style, format, punctuation, and grammar ...
	G.R.R.C. staff recommended establishing a new Section to incorporate the procedure for closing a ...
	The Board believes that making these rules will benefit the public health and safety by establish...

	7. A reference to any study that the agency relied on in its evaluation of or justification for t...
	Not applicable

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable

	9. The summary of the economic, small business, and consumer impact:
	The rule will have a direct economic impact on nonresident pharmacies that ship drugs into Arizon...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	At the request of G.R.R.C. staff, the Board made minor grammar, style, format, and punctuation ch...

	11. A summary of the principal comments and the agency response to them:
	There were no comments.

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	Not applicable

	13. Incorporations by reference and their location in the rules:
	None

	14. Was this rule previously approved as an emergency rule?
	No

	15. The full text of the rules follows:


	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 23. BOARD OF PHARMACY
	ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS
	ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS
	R4-23-606. Pharmacy Permit, Community, Hospital, and Limited Service
	R4-23-607. Nonresident Permits
	R4-23-613. Procedure for Discontinuing a Pharmacy




	NOTICE OF FINAL RULEMAKING
	TITLE 17. TRANSPORTATION
	CHAPTER 4. DEPARTMENT OF TRANSPORTATION TITLE, REGISTRATION, AND DRIVER LICENSES
	PREAMBLE
	1. Sections Affected: Rulemaking Action:
	R17-4-504 Repeal
	R17-4-505 Repeal
	R17-4-511 Repeal

	2. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statute: A.R.S. § 28-366
	Implementing statute: R17-4-504 implements the former A.R.S. § 28-692.01 and Laws 1990, Ch. 375, ...

	3. The effective date of the rules:
	August 10, 2001

	4. A list of all previous notices appearing in the Register addressing the final rule:
	Notice of Rulemaking Docket Opening: 7 A.A.R. 1263, March 16, 2001
	Notice of Proposed Rulemaking: 7 A.A.R. 1364, March 30, 2001

	5. The name and address of agency personnel with whom persons may communicate regarding the rulem...
	Name: Bill Bishop, Rules Analyst
	Address: Arizona Department of Transportation Administrative Rules Unit, Mail Drop 507M 3737 Nort...
	Telephone: (602) 712-8449
	Fax: (602) 241-1624
	E-mail: bjbishop@dot.state.az.us
	Please visit the ADOT web site to track progress of this rule and any other agency rulemaking mat...

	6. An explanation of the rule, including the agency’s reasons for initiating the rule:
	The Department reviewed these rules as it committed to do in a five-year rule review report appro...
	R17-4-504(A) was written to implement A.R.S. § 28-692.01 which related to driving under the influ...
	R17-4-504(B) implements Laws 1990, Ch. 375, § 20 which provides for removal of points from driver...
	R17-4-505 was written to implement the alternate suspension procedures provided in the former A.R...
	R17-4-511 gives procedures for compiling and indexing of records that the Motor Vehicle Division ...

	7. A reference to any study that the agency relied on its evaluation or justification for the rul...
	None

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable

	9. The summary of the economic, small business, and consumer impact:
	This rulemaking will decrease monitoring and recordkeeping and is therefore exempt from the requi...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	Not applicable

	11. A summary of the principal comments and the agency response to them:
	The Department did not receive any comments.

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	None

	13. Incorporations by reference and their location in the rules:
	None

	14. Was this rule previously adopted as an emergency rule?
	No

	15. The full text of the rules follows:


	TITLE 17. TRANSPORTATION
	CHAPTER 4. DEPARTMENT OF TRANSPORTATION TITLE, REGISTRATION, AND DRIVER LICENSES
	ARTICLE 5. DRIVER LICENSES
	R17-4-504. Notification for purposes of 30/60-day driving privileges suspension/restriction or dr...
	R17-4-505. Notification for alternate suspension provisions under Admin Per Se Repealed
	R17-4-511. Computer storage of driver license applications, changes of address and records of con...




	NOTICE OF FINAL RULEMAKING
	TITLE 17. TRANSPORTATION
	CHAPTER 4. DEPARTMENT OF TRANSPORTATION TITLE, REGISTRATION, AND DRIVER LICENSES
	PREAMBLE
	1. Sections Affected: Rulemaking Action:
	R17-4-704 Amend

	2. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statute: A.R.S. §§ 28-366 and 28-907(B)
	Implementing statute: A.R.S. § 28-907(B)

	3. The effective date of the rules:
	August 10, 2001

	4. A list of all previous notices appearing in the Register addressing the final rule:
	Notice of Rulemaking Docket Opening: 7 A.A.R. 1488, April 6, 2001
	Notice of Proposed Rulemaking: 7 A.A.R. 1710, April 27, 2001

	5. The name and address of agency personnel with whom persons may communicate regarding the rulem...
	Name: Bill Bishop, Rules Analyst
	Address: Arizona Department of Transportation Administrative Rules Unit, Mail Drop 507M 3737 N. S...
	Telephone: (602) 712-8449
	Fax: (602) 241-1624
	E-mail: bjbishop@dot.state.az.us
	Please visit the ADOT web site to track progress of this rule and any other agency rulemaking mat...

	6. An explanation of the rule, including the agency’s reasons for initiating the rule:
	The Department reviewed R17-4-704 as it committed to do in a five-year rule review report approve...

	7. A reference to any study that the agency relied on its evaluation or justification for the rul...
	None

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable

	9. The summary of the economic, small business, and consumer impact:
	A.R.S. § 28-907 provides that when the Department adopts the federal standard by rule, the standa...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	No changes have been made to the proposed rules.

	11. A summary of the principal comments and the agency response to them:
	The Department received no comments about this rulemaking.

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	None

	13. Incorporations by reference and their location in the rules:
	49 CFR 571.213 (October 1, 2000) is incorporated by reference in the one and only subsection in t...

	14. Was this rule previously adopted as an emergency rule?
	No

	15. The full text of the rules follows:


	TITLE 17. TRANSPORTATION
	CHAPTER 4. DEPARTMENT OF TRANSPORTATION TITLE, REGISTRATION, AND DRIVER LICENSES
	ARTICLE 7. MISCELLANEOUS RULES
	ARTICLE 7. MISCELLANEOUS RULES
	R17-4-704. Child-restraint systems in motor vehicles Child-restraint Systems in Motor Vehicles





